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I I no decision has been made yet on the protest; the applicant will be notified as soon as a decision is made. 
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Shortly after the expiration of 18 months from the priority date, the international application will be published by the 
International Bureau. If the applicant wishes to avoid or postpone publication, a notice of withdrawal of the intemational 
application, or of the priority claim, must reach the International Bureau as provided in Rules 90ta.l and 906te.3, respectively, 
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This international search report has been prepared by this International Searching Authority and is transmitted to the applicant 
according to Article 18. A copy is being transmitted to the International Bureau. 

This international search report consists of a total of 

| | It is also accompanied by a copy of each prior art document cited in this report. 

1 . Basis of the report 

a. With regard to the language, the international search was carried out on the basis of: 

[X] the international application in the language in which it was filed. 

| | a translation of the international application into which is the language of 

a translation furnished for the purposes of international search (Rules 12.3(a) and 23.1(b)). 

b. CD This international search report has been established taking into account the rectification or an obvious mistake 

authorized by or notified to this Authority under Rule 91 (Rule 43.6iis(a)). 

c. [Z| With regard to any nucleotide and/or amino acid sequence disclosed in the international application, see Box No. I. 

2. Deer tain claims were found unsearchable (see Box No. II). 

3. CI Unity of invention is lacking (see Box No. III). 

4. With regard to the title, ~ 

IS the text is approved as submitted by the applicant. 

IZ3 the text has been established by this Authoriry to read as follows: 



. With regard to the abstract, * 
[X] the text is approved as submitted by the applicant. 
I 1 the text has been established, according to Rule 38.2(b), by this Authority as it appears in 
may, within one month from the date of mailing of this international search report, submit i 

. With regard to the drawings, 

a. the figure of the drawings to be published with the abstract is Figure No. JB 

CH as suggested by the applicant. 

□ selected by this Authority, because the applicant failed to suggest a figure. 

as selected by this Authority, because this figure better characterizes the inventi 
none of the figures is to be published with the abstract. 
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[0018]- 
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)B (23.03.2006) see especially para [0093]. 



1-8,10-19. 22-34, 37^13 
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T later document published after ihe international filing date or priority 
dale and not in conflict with the application but cited to understand 
the principle or theory underlying the invention 
or after the international »x" document of particular relevance; the claimed invention cannoi be 
considered novel or cannot be considered lo involve an inventive 
t] c 1 iim sj or which is ,. step when the document is talcen alone 

nother citation or other „ Y „ d , D r p anicu)ar relevance: the claimed invention cannot be 
consieered ro involve an inventive step when the docume"' »• 

ise, exhibition or other combined with one or more olhersuch dc-- 

being obvious to a person skilled in the 
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-establishment of opinion with regard to novelty, inventive step 
«. of unity of invention 



applicability 

jr industrial applicability; 



tain defects in the international application 
lain observations on the international applical 



)nal preliminary examination is made, mis opinion will 

Examining Authority ("IPEA") except that this does not apply where the applicant chooses an Authority 
he IPEA and the chosen IPEA has notified the International Bureau under Rule 66. 1 bis{h) that written 
nal Searching Authority will not be so considered. 

ied above, considered to be a written opinion of the IPEA, the applicants invited to submit to the IPEA 
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lis opinion 



,. With.egard.oU.eUnguage^isopinionhasbeeaestabli.hcdonthebasisof: 

|X] theintemationalappHcationintnc.anguaseinwh.ch.tw-me . ^ ^ ^ ^ ^ 

X U » this Authority under Rule 91 (Rule 43te.l(t» 

3 With regard to any nuclide and/or amino acid seance disposed in the international app.ication, this opinion has been 
established on the basis of: 
a. 'type of material 

| I a sequence listing 

□ table(s) related to the sequence listing 

b format of material 
| I on paper 
| | in electronic form 

c. time of filing/furnishing 

□ contained in the international application as filed 

| | fii e d together with the international application in electronic form 

□ fUmished subsequently to this Authority for the purposes of search 

In the application as filed cr docs not go beyond the appiicat.on as filed, as approbate, were fum.shed. 
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Reasoned statement under Rule 43&ir.l(a)(i) with regard to novelty, inventive step or industrial applicability: 
citations and explanations supporting such statement 



1 . Statement 



Claims 44-4B lack an Inventive step under PCT Article 33(3) as being obvious ovi 
Regarding claim 44, Gartner teaches apparatus comprising: 

i) a gastrointestinal (Gl) tract attachment element, configured to be coupled to a portion of a Gl tract of a subject such that the element 
urrounds less than 360 degrees of the Gi tract (para [0160M01S3], fig 11 D. extragastric balloon 430 partially surrounds stomach and 

)"appltes a constrictive force lo the Gl tract portion that causes a reduction in a cross-sectional area of the Gl tract in a vicinity of the 
portion (para [01 50W0163]); and 

c) at least one electrode, coupled to the attachment element such that the electrode contacts the Gl tract portion when t 
element is coupled to the Gl tract portion (para [0141], [0149]). 

Gerlner does not specifically teach causing at least a 5% reduction in cross section. Gartner does teach a reduction In c 
[0160]-[0163]). It would have been obvious to one skilled In the art that Gerlner could be modified as claimed through ra 
experimentation In order to adjustably restrict food intake on : a patient by patient basis. 



Regarding claim 45, Gertner does not specifically teach that the attachment element is configured to cause the reduction to be 
10% Gertner teaches a variety of attachment means that aid in restricting the stomach (para [016D)-[O163]). It would have bee 
to one skilled In the art that Gertner could be modified as claimed through routine experimentation in order to adjustably restric 
on a patient by patient basis. ij | 

Regarding claim 46, Gertner fu 



Rsgarding claim 47, Gertner further teaches that the attachment element comprises a clip (para [0156]). 

if the subject, and wherein the attachment element is 



Regarding claim 1, Ben-Haim teaches an apparatus comprising: 

fundic sensors, configured to be applied to a fundus of a subject, and to generate a fundlc signal (para [0174], [0188], 

t, configured to: make a determination of ingestion by the subject (para [017<j, [0177], control unit 90), 

c) determine fundic impedance responsively to the fundic signal (para [0177], [0188]). 

loes not specifically teach calculate a duration of a period during whicn the fundic ImpBdance rose during the tentatlvely- 

ingestion, and determine that the tentative determination of ingestion Is a false positive upon finding that the duration is less 

fundic rise duration threshold value. Sen-Haim does tBach determining ingestion false positives based on fundic impedance 
variance which Is compared to a threshold value (para [0191], [0193], [0199]). Starkebaum teaches an alternative system which notably 
"ors the rate of change of the impedance (para [0018]-(0020]). II would have been obvious to one skilled in the art that Ben-Halm 
be modified by the teaching of Starkebaum as claimed in order to more accurately determine false positives. 

Regarding claim 2, Ben-Halm further teaches t 
ie In fundic impedance vs. a baseline le\ 

, ,,[0193]). While the determination Is not l _ 

false positives (para [0199], [0209]). It would have been obvious to one skilled In the art that Ben-Halm and Starkebaum could be modified 
laimed in order to reduce false positives. 

3e continuation sheet — 
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International application No. 
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Supplemental Box 

In case the space in any of the preceding boxes is not sufficient i; 
Continuation of: " - .' 

Box V.2 - Citations and explanations: 

Regarding claim 3, Ben-Halm further teaches one or more antral sensors, configured to be applied to an antrum of the subject, and to 
generate an antral signal, wherein the control unit is configured to make the tentative determination ol ingestion by determining an antral 
local sense responsively to the antral signal, and finding that the antral local sense Is less than a local sense threshold value (para 10177], 
10188], [0193]). Ben-Haim does not specifically .each monitoring the rate. Starkebaum further teaches monitoring the rate of change (para 

[0018HOOZ0]). It would have been obvious to one skilled tn the art that Ben-Haim could be modified by the teaching of =>—'-•< - 

claimed in order to more accurately determine false positives. 

Regarding claim 4, Ben-Haim further teaches one or 
generate an antral signal, wherein the control unit is configured to 
jmplltudeofantralcontracUonsresponslvelytotheantralslgnal.andfin-j^ thalthc ntr xmtractions amplitude gr~ terih an ar 
contractions amplitude threshold value (para [01 76], [0205]). 

Regarding claim 5, Ben-Halm further teaches one or more antral sensors, configured to 
" - • 1 signal, wherein the control unit Is configured to make the tar " 



tions amplitude and an antral contractions amplitude threshold value (para £0176]. [0193], [0205]). 
3s not specifically teach determining an antralilocal sense rate responsively to the antral signal, ' 

Hons responsively to the antral signal, and analyzing a combination of: (a) a comparison of the antral local sense rate-with 
c..„. .k„„. * - "-ing the rate of change (para [OO18]-[O02O]). It would have been 

ie teaching of Starkebaum as claimed in order to more accurately 



er PCT Article 33(3) as being obvious over Ben-Haim in light of US 5,1f 



id to generate an antral signal (para [0174),[C 

i of food by the subject (para [0174], (01 77], control unit 90), 
i antral impedance responsively to the antral signal (para [0177], [0188]), and 
) interpret a change in antral impedance vs. a baseline value of less than a threshold valuB (para [0177], [01 B8], (0189], [0193]). 
en-Halm does not specifically teach the value as indicating that the ingested food is predominantly solid. Wernicke teaches an alternative 
system which notably can determine the difference between solid and liquid ingestion (col 10, In 29-44), It would have been obvious to one 
skilled In the art that Ben-Haim could be modified by the teaching of Wernicke as claimed In ordBr to modify the treatment more accurately 
in response to the 1nnA *~' r,,: ,mar4 

(para [0173], gastric device' 26); 
me or more gastrointestinal sensors, configured to be coupled to one or 
-6 gastrointestinal sensor signals responsive to a property of .at least om 
he fundus): and * 
control unit, configured to: receive and analyze the oneior more gastrointestinal sensor slgnalsfpara [0174], [0177], control unit 90) 
i-Haim does not specifically teach to determine, responsively thereto, an extent to which ingested food includes solid food matter, and 
se tightening of the gastric band in response to a determination that the ingested food includes predominantly the solid food matter 
Ben-Haim does teach tightening of the band (para [0173]). Wernicke teaches an alternative system which notably can determine the 
difference between solid and liquid ingestion (col 10, In 29-44). It would have been obvious to one skilled in the art that Ben-Halm could b 

" 'caching of Wernicke as claimed in order to modify the treatment more accurately in response to the food consumed. 
Regarding clalt 

configured to: detect ingestion of food by 
in antral Impedance vs. a baseline ■ 

£«aT m?[,'J^ Haim i, °f S t l ach a,rum im P edence SBr, = ora ^at measure relative to a threshold and baseline (para 0174], [0177], [0188], 
44* f We h m,t * e ' eaches as y sl ™ WW* notably can determine the difference between solid and liquid I ingestion col 10, In 29- 

44Mt would have been obvtous to one skilled in the art that f Ben-Haim and Wernicke could be modified as claimed In order to modify the 
treatment more accurately in response to the food consumed. 

9. 22-34 lack en inventive step under PCT Article 33(3) as being obylous over Ben-Haim in light of Starkebaum and 

«!f£Z!-* B £ aim , S l B .T" Haim and S<ar , keb j sum °° ™< specifically teach that the control unit is configured to make a solid/liquid 
mteWv can d n ete^l ^w^fZ* ^° mi " a ^ °r predominantly liquid. Wernicke teaches an alternative system which 
notably can determine the difference between solid and liquid ingestion (col 1 0, In 29-44). It would have been obvious to one skilled in the 
Starkebaum could be modified by the teaching of Wernicke as claimed in order to modify the treatment more 
to the food consumed. 
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sc the space in any of the preceding boxes i 
Continuation of: 

' 1 - Citations and explanations: 

Regarding claim 7 Ben-Haim further teaches a gastric band, wherein the control unit is configured to cause tightening of the gastric band 
responsibly to the solid/liquid determination (para |0173], gastie device 26). 

Regarding claim 8, Ben-Haim. Starkebaum and Wernicke do not specifically teach one or more antral sensors, =°n«i 9 ured to be applied to 
m of the subject, and to generate an antral signal, wherein the control unit is configured to make the solid/liquid determination by: 
ling antral impedance responslvely to the antral signal, calculating a correlation between changes in the antral impedance and 
cnanatri In the fundic impedance over a period of time having a duration of between one and 10 minutes, and determining that the food Is 
predominantly liquid upon finding that the correlation is greater than a threshold correlation value. Ben-Haim teaches antral sensors to 
deled impedance (para [0177J, [0188]. (0193|), Starkebaum teaches monitoring the rate of change over time (para [0018H0020]) and 
Wernicke teaches using such figures to determine solid or liquid food (col 10, In 29-44). It would have been obvious to one skilled in the ar 
that Ben-Haim, Starkebaum and Wernicke could be modified as claimed in order to more accurately determine what is eaten and when. 

aTonear monTtondlc sensors? conrgureTtobe' app^eTtod fundus of the subject, and to generate a fundic signal (para [0174], [01 88], 
irs 68 on the fundus); and 

ontrol unit configured to: detect ingestion of food by the subject (para [B174], [0177], control unit 90). 
Brmine fundic impedance responslvely to the fundic signal (para [0177], [0188]). 

laim does not specifically teach calculate a duration of a period during which the fundic impedance rose during the ingestion, and 
nine that the Ingested food is predominantly solid upon finding that the duration of the period is greater than a threshold value. Ben- 
noim does teach determining ingestion based on fundic impedance variance which is compared to a threshold value (para [0191], [0193], 
[0199]). Starkebaum teaches an alternative system which notably monitors the rate of change of the impedance (para [0018]-[0020]). 

le s an alternative system which notably can determine the difference between solid and liquid ingestion (col 10, In 29-44). It 

sn obvious to one skilled in the art that Ben-Haim could be modified by the teaching of Starkebaum and Wernicke as 
ir to more accurately determine false positives. 

Regarding claim 1 1 , Ben-Halm, Starkebaum and Wernicke do not specifically teach that the threshold value is between one and five 
minutes. It would have been obvious to one skilled In the art that Ben-Haim, Starkebaum and Wernicke could be modified as claimed 
through routine experimentation in order to more effectivel^rule out false positives caused for example by lying down. 

Regarding claim 12, Ben-Halm, Starkebaum and Wernicke do not specifically teach that the threshold value includes a first threshold 
■ ifi. and wherein the control unit is configured to determine that the ingested food is predominantly liquid upon finding th* '»» rfiratlnn 
ie period is less than a second threshold value. Ben-Halm teaches a variety of thresholds and b»~"--- • • " — ' > 

a been obvious to one skilled in the art that Ben-Haim, Starkebaum and Wemic * ' 

urlmentation in order to differentiate between different foods more effectively. 

Regarding claim 13. Ben-Haim. Starkebaum and Wernicke do not spacificaliy teach that the second threshold value Is between 10 

" five minutes. It would have been obvious to one skilled in the art that 3an-Halm. Starkebaum and Wernicke could be modified 
irough routine experimentation in order to more effectively rule out false positives caused by other reasons. 

aim 1 4. Ben-Haim teaches an apparatus comprising: t 

re antral sensors, configured to be applied to an antral of the subject. 3nd to generate an antral signal (para [0174], [0188], 
sensors 68 on the antrum); and " 

b) a control unit, configured to; detect Ingestion of food by the subject (para [0174], [0177], control unit 90). 

Ben-Haim does not specifically teach calculate an anlral local sense rate responsively to the antral signal, and determine that the ingested 
food is predominantly liquid upon finding that a reduction inlthe rate over a period of time is greaterthan a first threshold value, the period 
ime commencing during the Ingestion of the food and having a period duration of less than a second threshold value. Ben-Halm does 
__ch determining ingestion based on fundic impedance variance which is compared to a threshold value (para [0191], [01B3], [0199]). 
Starkebaum teaches an alternative system which notably monitors the rate of change of the impedance (para [001 8J-|0D20J). Wernicke 
' 3 an alternative system which notably can determine' the difference between solid and liquid ingestion (col 10, In 29-44). It would 
sen obvious to one skilled In the art that Ben-Haim could be modified by the teaching of Starkebaum and Wernicke as claimed in 
> more accurately determine false positives. u 

Regarding claim 15. Ben-Halm, Starkebaum and Wernicke do no! specifically teach that the period duration equals the duration of between 
me and three detected antral waves, it would have been obvious to one skilled in the art lhat Ben-Haim, Slarkebaum and Wernicke could 
se modified as claimed through routine experimentation in order lo more effectively rule oul false positives. 

Regarding claim 16, Ben-Haim, Starkebaum and Wernicke do not specifically teach that the control unit is configured to receive an an 
local sense baseline rate, and to set the first threshold value to be between 25% and 75% of the baseline rate. Ben-Halm teaches a variety 
of thresholds (para [01 93]). It would have been obvious to one skilled In the art that Ben-Haim. Starkebaum and Wernicke could be 
— - — " ' ' " ■- "ne experimentation in order to more effectively rule out false positives, 

„ , - id Wernicke do not specifically teach that the control unit is configured to receive an antral 

local sense baseline rate, and to determine that the ingested food is predominant!/ liquid only upon finding that the reduction in the rate 
over the period of time is greater than the first threshold value, and that the rate returns to the baseline rate after a conclusion of the period 
of time. It would have been obvious to one skilled in the art that Ben-Halm, Starkebaum and Wernicke could be modified as claimed 
through routine experimentation in order to more effectively rule out false positives 
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aTon^^ 
sensors 68 on me fundus); and 

b) a control unit, configured to: mi 

c) determine fundlc Impedance responstvely o 

RonHaimdoesnotspedficallyteachcalculatearnaxIrnumriserate.expresslblea:.-.. . . 
fund "fm^noe during at least one period of the ingestion, and determine that the ingested food is liquid upon finding that the nse is at 
east equal to a fundic rise threshold value. Ben-Haim does teach determining ingestion based on fund,c impedance vanance whffih <s 
comoared to a threshold value (para [0191], [0193], [0199]). Starkebaum teaches an alternative system which notably monitors the rate of 
rhnnoe of the impedance (para [00181-10020]). Wernicke teaches an alternative system which notably can determine the difference 
"een solid and liquid ingestion (col 10, In 29-44). It would have bean obvious to one skilled in the art that Ben-Haim could be modified 
is teaching of Starkebaum and Wernicke as claimed in order to more accurately determine false positives. 

Regarding claim 19, Ben-Halm, Starkebaum and Wernicke do not specifically teach that the fundic rise threshold value is between one ■ anc 
30 ohms per second. Ban-Haim does teach a threshold of 30 Ohms (para [01 93]). It would have been obvious to one skilled in the art that 
Ben-Halm, Starkebaum and Wernicke could be modified as claimed in order to monitor ingesUon more effectively. 

Regarding claim 22, Ben-Haim and Wernicke do not specifically teach that the one or more gastrointestinal sensors comprise one or more 
fundic sensors configured to be applied to a fundus of the subject, and to generate a fundic signal, and wherein the control unit is 
configured to: detect ingestion of food by the subject, determine fundic impedance responsively to the fundic signal, calculate a duration of 
eriod during which the fundic Impedance rose during the ingestion, and determine that the ingested food includes predominantly the 
id food matter upon finding that the duration of the period is greater than a threshold value. Ben-Haim does teach fundic impedence 
visors that measure relative to a threshold and baseline (para 01 74], [0177], [01 8B], [0189], [0193]). Wernicke teaches a system which 
notably can determine the difference between solid and liquid Ingestion (col 1 0. In 29^14). Starkebaum teaches an alternative system 
' " • notably monitors the rate of change of the Impedance (para [0013] [002D]). It would have been obvious to one skilled in the art (hat 
laim and Wernicke could be modified by the teaching^ Starkebaum as claimed in order to more effectively monitor the amount of 
lion. 

Regarding claim 23, Ben-Halm and Wernicke do not specifically teach that the one or more gastrointestinal sensors comprise one or more 
antral sensors configured to be applied lo an antrum of the subject, and to generate an antral signal, and wherein the control unit is 
configured to: detect ingestion of food by the subject, calcu|ate an antral local sense rate responsively to the antral signal, determine that 
the ingested food is predominantly liquid upon finding that a reduction In the rate over a period of time is greater than a first threshold 
value the period of time commencing during the ingestion of the food and having a duration of less than a second threshold value. »nrt 
cause loosening of the gastric band responsively to the determination that the ingested food is predominantly liquid. Ben-Haim --— 
antrum impedence sensors that measure relative to a threshold and baseline (para 0174), (0177). [0188], [0189J. [0193]) to con_ 
loosening of a gastric device (para [0052], [0173]). Wernicke teaches a system which notably can determine the difference betweei 
and liquid ingestion (col 10, in 29-44). Starkebaum leaches an alterative system which notably monitors the rate of change of the 
impedance (para [0018J-[0020]) It would have been obvious to one skilled ir the art that Ben-Haim and Wernicke could be modified by the 
teaching of Starkebaum as claimed in order to more effectively monitor the amount of ingestion. 

Regarding claim 24, Ben-Haim and Wernicke do not specifically teach that the one or more gastrointes 
fundic sensors, configured to be applied to a fundus of a subject, and to generate a fundic signal, and wherein the control unit is configured 
to: make a determination of Ingestion of food by the subject, determine fundic impedance responsively to the fundic signal, calculate a rls= 
in the fundic impedance during at least one period of the ingestion, determine that the ingested food Is liquid upon finding that the nse is 
least equal to a fundic rise threshold value, and cause loosening of "the gastric' band responsively to' the determination' thai "the Ingest! 
food is liquid. Ben-Haim does teach fundic impedence sensors that measure relative to a threshold and baseline (para 0174], 10177], 
[01 88], 101 89], [01 93]) to control loosening of a gastric device (para [0052], |0 1 73]). Wernicke teaches a system which notably can 
determine the difference between solid and liqu J ngestior (c 1 10, In 29-44) Starkebaum teaches an alternative system which notably 
monitors the rale of change of the impedance (para [0O18]J[O020]). It would have been obvious to one skilled in the art that Ben-Haim ar 
Wernicke could be modified by the teaching of Starkebaurri as claimed in order to more effectively monitor the amount of Ingestion. 

Regarding claim 25. Ben-Halm. Starkebaum and Wernicke do not specifically teach one orTnore current application electrodes configured 
to be coupled to a gastrointestinal tract of the subject, wherein the control unit is configured to drive a current to at least onB of 1he nr» nr 
more current application electrodes responsively to the extent lo which the ingested food includes the solid food matter. Ben-Halm 
teach electrodes into which current is driven (para [0188]) and Wernicke does teach determining the difference between solid and 1 
ingestion (col 10. In 29-44). It would have been obvious to one skilled in the art that Ben-Haim and Wernicke could be modified by I 
teaching of Starkebaum as claimed in order to more effectively monitor and control the amount of ingesUon. 

Regarding claim 26, Ben-Haim, Starkebaum and Wernicke do not specifically teach that the control unit is configured to 



iven (para [0188]) and Wernicke does teach determining the difference between solid and liquid ingestion (col 10, 

29^*4). It would have been obvious to one skilled in the arttiat Ben-Halm and Wernicke could be modified by the teaching of Starkebaum 
as claimed In order to more effectively monitor and control the amount of ingestion. 

Regarding claim 27, Ben-Halm, Starkebaum and Wernicke do not specifically teach that the control unit is configured to begin driving the 
' L --re causing the tightening of the gastric band. Ben-Haim teaches electrodes into which current is driven (para [01 88]) and 
j band (para [0173]). It would have been obvious to one skilled in the art that Ben-Haim, Starkebaum and Wernicke could be 
— — Mperimentation as claimed in order to more effectively monitor and control ingestion. 
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Continuation of: 

Box V.2 - Citations and'explanatlons: 

Regarding claim 28 Ben-Haim, Starkebaum and Wernicke do not specifically taacn that the control unit is configured to cause a first level 
of L tightening of •» gastric band during a first period during which the control unit drives the current and a sec :ond level o he 
tightening of the gastric band dunng a second period during which the control unit does not drive the current, the first level less than the 
second live! Ben-Haim does teach tightening of the gastric device (para 101 73]). It would have been obvious to one stalled in the art that 
Ben-Haim Starkebaum and Wernicke could be modified through routine experimentation as claimed in order to respond to further 

Regarding claim 29, Ben-Haim, Starkebaum and Wernicke do not spedfically teach that the control unit Is configured to cause a first level 
of the tightening of the gastric band during a first period during which the control unit drives the current, and a second level of the 
tiqhtening of the gastric band during a second period during which the control unit does not drive the current, the first level greater then the 
second level. Ben-Haim does teach tightening of the gastric device (para [0173]}. It would have been obvious to one skilled in the art that 
Ben-Haim. Starkebaum and Wernicke could be modified through routine experimentation as claimed in order to respond to further 

Regarding claim 30, Ben-Haim, Starkebaum and Wernicke do not specifically teach that the control unit is configured to drive the current 
only in response to a determination that the ingested food is predominantly liquid. Wernicke does teach determining the difference 

between solid and liqi id in jesticn (co 10. In 29-44) ~ •••• ---- ' " -* ••— - " - * - <*"»> 

Wernicke could be modified through routine experin 
liquids only. 



Regarding claim 32, Ban-Haim further teachas that the control unit Is configured to cause the tightening of the gastric band at a timing 
configured to control blood sugar In the subject (para [0149J, 10233]). - 

Regarding claims 33 and 34. Ben-Haim. Starkebaum and Wernicke do not specifically teach that the control unit is configured to cause tf 
tightening of the gastric hand after a delay after making the determination that the ingested food includes predominantly the solid food 
matter: wherein the delay includes between 10 minutes and 30 minutes. Ben-Haim teaches a delay (para [0225]). Wernicke does teach 
determining the difference between solid and liquid ingestion (col 10, In 29-44). It would have been obvious to one skilled in the art that 
Ben-Haim, Starkebaum and Wernicke could be modified through routine experimentation as claimed in order to allow a set amount of 
normal Ingestion. 

in light of Wernicke and US. 



5, Ben-Haim teaches an apparatus comprising: 

" ' to be coupled to one or 



or more gastrointestinal sensor signals responsive to a property of at least one of the gastrointestinal sites (para [0174], [0177], [0188], 
sensors 68); 

b) a control unit, coupled to the device communication module, and configured to: receive and analyze the one or more gastroimesimal 
sensor signals (para [0174], [0177], [0188], control unit 90). 

Ben-Halm does not specifically teach a handheld portable device, comprising a device wireless communication module, and configured to 
provide a food diary for a subject, for aiding in behavior modification related to food intake; an implantable wireless device communication 
module; and to determine, respensively thereto, an extent to which ingested food includes solid food matter, and drive the implantable 
wireless device communication module to wlrelessly transmit, to the device wireless communication module, an indication of the extent to 
which the Ingested food Includes the solid food matter, wherein the handheld portable device Is configured to record the Indication in the 
food diary. Wernicke teaches determining the difference between solid and liquid ingestion (col 10, In 29-44). Shalon teaches a system 
which notably includes a wireless handheld device which receives G! data and records a food log (para [0093), [0145], [0221]). It would 
have been obvious to one skilled in the art that Ben-Haim could be modified by the teachlnjof Wernicke and Shalon as claimed in order tc 

, ,. ......U jfTS. 

in Include WBlght loss, and wherein the food diary is configured to 
aio in me weight loss (para |ui a i j;. 

Claims 37-43 lack an inventive step under PCT Article 33(3) as being obvious over Ben-Halm in light of Wernicke, Shalon and 
Starkebaum. 

Regarding claim 37, Ben-Haim, Wernicke and Shalon do not specifically teach that the one or more gastrointestinal sensors comprise one 
or more antral sensors, configured to be applied to an antrum of the subject, and lo generate an antral signal, and wherein the control unit 
is configured to: detect Ingestion of food by the subject, determine antral impedance responsively to the antral signal, and interpret a 
change in antral impedance vs. a baseline value of less than a threshold value as indicating that the ingested food includes predominantly 
the solid food matter. Ben-Haim does teach antrum Impedence sensors that measure relative to a threshold and baseline (para 0174], 
[0177], [0188], [0189], [0193]) to control loosening of a gastric device (para [0052J, [0173]). Wernicke teaches a system which notably can 
determine the difference between solid arid liquid ingestion (col 10, In 29-44). Starkebaum teaches an alternative system which notably 
monitors the rate of change of the Impedance (para (OO18Jt[O020J). It would have been obvious to one skilled In the art that Bsn-Haim, 
. ., . could be rnodjfjgij by the teaching of Starkebaum as claimed through routine experimentation in order to more 
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re gastrointestinal sensors comprise 01 



or more fundic sensors, configL ired to be applied to a ^^^.Spedance responsibly to the fundic signal, calcurate a oura-,, 

mat the ingested food is ^^'"^^'^'^^1"^ if fte food and a bg a duration oflis than a second threshold value. Ben- 
value, the period of time commenang durmg <he jngMUan i of he to od >n£h>vng «™J 1/7] [018B]i , 01B9] , (01 93]) 
Halm does teach antrum ^^J^.^^tt^^l a system wteh notably can determine the difference 

^ claim 40,^^ 

e fundic sensors, configured to be app had to a fundu- . rf a subi«* andto g i ^^p^vely to the fundic signal, 

routine experimentation In order to mora effectively monitor the amount of mgeston. 
Regarding d*«.B^«W^ 

electrodes configured to be coupled to >*&$™£*™%% Pensively to he extent to which the Ingested food includes the sohd foot 
of ingestion. ft. 

, , « R »n H,lm Wernicke Shalon and Starkebeum df not specifically teach that the control unit is configured to drive l 

• tentation In order to more effectively monitor and control the amount of mgeston. 
,ve Industrial applicability as defi ned by PCT Article 33(4) because the subject matter can be made or us 

I 

i 
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1 • M The applicant is hereby notified that the international search report and the written opinion ot tne international searching 

Authority have been established and are transmitted herewith. 
Filing ofamendments and statement under ; Article 19: | 

The applicant is entitled, if he so wishes, tc amend the claims of the international application (see Rule 46): 
When? The time limit for filing such amendments is normally two months from the date of transmittal of the 

international search report 
Where? Directly to the International Bureau of WIPO, 34 chemin des Colombettes 

1211 Geneva 20, Switzerland, Facsimile No.: +41 22 740 14 35 
For more detailed instructions, see the notes on the accompanying sheet. 

2 ["I The applicant is hereby nolified that no international search report will be established and (hat the declaration under 

Article 17(2)(a) to that effect and the written opinion orthe Internationa! Searching Authority are transmitted herewith. 

3. Q] With regard to the protest against payment of (an) additional fee(s) under Rule 40.2, the applicant is notified that: 

PI the protest together with the decision thereon has been transmitted to the International Bureau together with the 

applicant's request to forward the texts of both Hie protest and the decision thereon to the designated Offices. 
|~~| no decision has been made yet on the protest; the applicant will be notified as soon as a decision is made. 

4. Reminders 

Shortly after the expiration of .18 months from the priority date, the international application will be published by the 
International Bureau. If the applicant wishes to avoid or postpone publication, a notice of withdrawal of the international 
application, or of the priority claim, must reach the International Bureau as provided in Rules 90ta. 1 and 906/5.3, respectively, 
before the completion of the technical preparations for international publication. 

The applicant may submit comments on an informal basis on the written opinion of the International Searching Authority to the 
International Bureau. The International Bureau will send a copy of such comments to all designated Offices unless an 
international preliminary examination report has been or is to be established. These comments would also be made available to 
the public but not before the expiration of 30 months from the priority date. 

Within 19 months from the priority date, but only in respect of some designated Offices, a demand for international preliminary 
examination must be filed if the applicant wishes to postpone the entry into the national phase until 30 months from the priority 
date (in some Offices even later); otherwise, She appl icant must, within 20 months from the priority date, perform the prescribed 
acts for entry into the national phase before those designated Offices. 

In respect of other designated Offices, the time limit of 30 months (or later).wi!] apply even if no demand is filed within 19 
months. 

See the Annex to Form PCT/IB/301 and, for details about the applicable time limits, Office by Office, see the PCT Applicants 
Guide, Volume 11, National Chapters and the WIPO Internet site. 
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NOTES TO FORM PCT/ISA/220 

In these Notes, "Article," "Rule" and "Section" refer to the provisions of the PCX, the PCT Regulates and the PCT 
Administrative Instructions, respectively. 

INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19 

The applicant has, after having received the if™^ 
Searching Authority, one opportunity to amend the clams of ^he ffig^rf roay be amended during the 

established (see PCT Applicant S Guide, Volume 1/A, paragraph 296). 

What parts of the international application may be amended ? 
Under Article 1 9, only the claims may be amended. 

^^^^^^^^"^"^ 

aS 34 before the International Preliminary Examining Authority. 

Upon entry into the national phase, all parts of the international application may be amended under Article 28 or, 
where applicable, Article 41. 

ien 7 Wuh^—sfrom^ 

whichever lime limit expires later. T V sh ° u j^e n° ^ expiration of the applicable time 



International Searching Authonty (Rule 46.2). 

Where a demand for international preliminary examination has Wis filed, see below. 

How? 

or more of the claims as filed. 

A replacement sheet must be submitted for sheet of the cfchn. which, on account of an amendment 
amendments, differs from the sheet ongmally filed. 

renumbered consecutively (Section 205(b)). 

Theame.ndmentsmustbemadeinthe.anguageinwhichtheinternationa.appncationistobepublished. 



What documents must/may accompany tr 
Letter (Section 205(b)): 

The amendments must be submitted with a letter, ..,.„,„ the ^nded claims. It should 

aonlicatlon is French, the letter must be in French. 
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NOTES TO FORM PCT/ISA/220 (continued) 

-'It 
rh> i r r i t 1 J" w the differences between the claims as filed and the claims as amended. It must, in 
particular, indicate, in connection with each claim appearing in the international application (it being understood 
' that identical indications concerning several claims may be grouped), whether 

(i) the claim is unchanged; J 

(ii) the claim is cancelled; * 

(iii) the claim is new; '■ * 

(iv) the claim replaces one or more claims as filed; 

(v) the claim is the result of the division of a claim as filed. 

The following examples illustrate the manner in which amendments must be explained in the accompanying 
letter: f -J 

1 . [Where originally there were 48 claims and after amendment of some claims there are 5 1 ]: 
"Claims ! to 29, 31, 32, 34, 35, 37 tojM replaced by amended claims bearing the same numbers; 
claims 30';'33 and 36 unchanged; new claims 49 to 51 added." 

2. [Where originally there were 15 claims and after amendment of all claims there are 1 1]; 
"Claims'! to 15 replaced by amendediclaims 1 to 1 1." 

3. [Where originally there were 14 claims and the amendments consist in cancelling some claims and in adding 
new claims]: ji 

"Claims 1 to 6 and 14 unchanged; claims 7 to 13 cancelled; new claims 15, 16 and 17 added." or 
"Claims 7 to 1 3 cancelled; new claims 1 5 , 1 6 and 1 7 added; all other claims unchanged." 

4 TWhere various kinds of amendments ;are made):'|i 

"Claims 1-10 unchanged; claims II to 13, 1 8 and 1 9 cancelled; claims 14, 1 5 and 16 replaced by amended 
claim 14; claim 17 subdivided into amended claims 15, 16 and 17; new claims 20 and 21 added." 

"Statement under Article 19(1)" (Rule 1l6.4) S ! 

The amendments may be accompanied by a statement explaining the amendments and indicating any impact that 
such amendments might have on the description and the drawings (which cannot be amended under Article 19(1)). 
The statement will be published with the international application and the amended claims. 
It must be in the language in which theinternatiojal application is to be published. 
It must be brief, not exceeding 500 words if in English or if translated into English. 

It should not be confused with and does not replace the letter indicating the differences between the claims as filed 
and as amended. It must be filed on a separate sheet and must be identified as such by a heading, preferably by 
usingthewords"StatementunderArticle:i9(l)." |' 

nay not contain any disparaging comments on the international search report or the relevance of citations 



iniinary examination 



Consequence if a demand for international preliminary examination has already been filed 

If, at the time of filing any amendments and any accompanying statement, under Article 19, a demand for 
international preliminary examination has already been submitted, the applicant must preferably, at the time of 
filing the amendments (and any statement) with the International Bureau, also file with the International 
Preliminary Examining Authority a copy of such amendments (and of any statement) and, where required, a 
translation of such amendments for the [procedure before that Authority (see Rules 55.3(a) and 62.2, first 
sentence). For further information, see the Notes to the demand form (PCIYIPEA/401). 



Authority will, except in certain cases where the International Preliminary Examining Authority did not act as 
International Searching Authority and where it has notified the International Bureau under Rule 66.1to(b), be 
considered to be a written opinion of the International Preliminary Examining Authority. If a demand is made, the 
applicant may submit to the International Preliminary Examining Authority a reply to the written opinion together, 
where appropriate, with amendments before the expiration of 3 months from the date of mailing of Form 
PCT/ISA/220 or before the expiration of 22 months from the priority date, whichever expires later (Rule 43iii.l(c)). 

i ~j 

Consequence with regard to translation of the international application for entry into the national phase 

The applicant's attention is drawn to the fact that, upon entry into the national phase, a translation of the claims as 
amended under Article 1 9 may have to be furnished to the designated/elected Offices, instead of, or in addition to, 
the translation of the claims as filed. ' | 
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